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ZONARE

This 5 10(k) summary of safety and effectiveness information is being submitted in accordance wvith
the requirements of 21 CFR 807.92 5 10(k).

General Information

Applicant: ZONARE Medical Systems, Inc.
420 N. Bernardo Avenue

_______________Mountain View, CA 94043
Contact Person: Dan Bradford

Vice President. Operations
Phone: (650) 3 16-3 113
Facsimile: (650) 967-9056
E-mail: d~hradtbrdhO~nare.com

Date Prepared: April 24, 2014
Trade Name(s): ZS3 Ultrasound System

z.one,,,0 Ultrasound System
Common Name: Diagnostic Ultrasound System with Accessories
Classification: II_____1______
Classification Ultrasonic Pulsed Ultrasonic Pulsed Diagnostic Ultrasound
Name(s): Doppler Imaging Echo Imaging System Transducer

System __________

Regulation 21 CFR 892.1550 892.1560 892.1570
Number:
Product Code: IYN IVO ITX
Classification Radiology
Panel:
Predicate Devices: ZONARE's ZS3 Ultrasound System K 120703

_____________ZONARE's zone ultra Ultrasound Sy'stem K101091

Device Description

The ZS3 and z.one,r,, Ultrasound Systems (hereafter referred to as 'ZS3 Ultrasound Platform" or
'253" for simplicity) are full-featured, general purpose. sofiware controlled, diagnostic ultrasound
svstenis used to acquire and display high-resolution. real-time ultrasound data through multiple
imaging modes. The platform utilizes ZONARE's patented zone technology which allows the system
to collect more data at one time, thereby optimizing image quality.

The exam dependent default settings for thle Z53 allows the user to have minimum adjustment for
imaging the patient, while the in depth soft-menu control enables the advanced user to set the system
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based onl image appearance preference. The architecture of the ZS3 Ultrasound Platform supports
system integration to a variety of upgradlable options and features. Up to three ZONARE transducers
can be connected to the mul.1ti-transdlucer port permitting easy transducer transition. The ZS3
Ultrasound Platform can be operated on either battery or AC power.

Intended Use

The device is intended for use by a qualified physician for ultrasound evaluation of Ophthalmic;
Fetal/obstetric, gynecological; Abdominal (renal, GYN/Pelvic; Intra-operative (abdominal, thoracic,
and vascular), Intra-operative neurological; Pediatric: small organ (thyroid, breast, testes, etc), Adult
& Neonatal Cephalic: Trans-rectal. Tranls-vaginal. Trans-cranial, Trans-esophageal (non-cardiac and
cardiac); Musculosketal (conventional & superficial); 3D/4D; Cardiac - Adult! Pediatric! Fetal; Echo,
Intra-Cardiac; Pelvic; Peripheral Vascular; harmonic tissue and conltrast imaging and Tissue elasticity.

Comparison of ZONARE ZS3 Ultrasound Platform to the Predicate Devices

Item ZS3 ultrasound Platform ZS3 zone ultra and z.one ultra SP
Z53 and Lone, ultrasound Systems (ZONARE Medical System) (ZONARE Medical Systems)

(ZONARE Medical System)
5 10(k) Number Current Submission K 120703 K101091
Intended Use Diagnostic ultrasound imaging or fluid flow Same Same

analysis of the human body. _____________

Indications for The zone,,, is intended for use by a qualitied Same Same
Use physician for ultrasound evaluation of Ophthalmic;

Fetal/obstetric, gynecological: Abdominal (renal.
GJYN/Pelvic: Intra-oiperative (abdominal, thoracic.
and vascular), Intra-oiperative neurological:
Pediatric: small organ (thyroid, breast, testes, etc.),
Adult & Neonatal Cephalic; Trans-rectal. Trans-
vaginal,' trans-cranial, Trans-esophageal (non-
cardiac and cardiac): Musculoskeletal
(conventional & superficial): 3r)/4D: Cardiac -

Adult! Pediatric! Fetal: Echo. Inira-Cardiac: Pelvic:
Peripheral vascular; harmonic tissue and contrast

Iimaging and Tissue elasticity.
lDesign Diagnostic zone technology ultrasound based Same Same

platformi
Safety standards IIEC 601601 -1 Same Same

IEC 60001-2-37
lEC 60601-1-2
ISO 10993-1, -5. 10. -12
AItJM, NEMIA til 2. NEMA tJD3

Patient Contact Complies ,oith ISO 10993 Samne Samle
Materials ____________________________

Mode of B-M1ode. M-Mode. PWD Mode, CWD. CD Mode, Same Salle
Operations Elastorgraphy, Contrast Enhanced, 3D/4D. ECCG

(for cardiac cycle referenced timing only)
____________ I Combined Modes include B±CD, B±PW. ____________ ____________
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Item ZS3 Ultriasound F'latfonin ZS3 zone ultra and zone ultra SP
ZS3 and zone, Ultrasound Systems (ZONARE Medico! System) (ZONARE Medical Systems)

(ZONARE Medical Systems)
l3+CD+PW. B+M. M+CM, 13+CD+M+CM,
R+[7lasrorgraphiv. R±+CEUS, and + ECOj Trace

Measurements B-Mode (2D): Depth, Distance. Circ/Areal Volume Same Same
M-Mode: Depth. [)istance. HR
PWD (Manual): Velocity. Velocity Pairs, RI. AccI.
SI[). A/B, Pl. HR/ PWD ;(AutoTrace: RI. PT, Acci,
S/I., HIR, Al',TIAMX andTIAMN

Principle of' Applying high voltage burst to the Piezocectric Samle Same
Operation material in the transducer and detect reflected echo

to construct the diagnostic image
Acoustic Output Track 3:MI, TIS. TIC. TIB (TI Range 0-6.0) Same Same

Derated IsplA : 72Gm W/crn maximum,
Mechtanical Intdex S 1.9 maximum or Derated I....
< 190 W/cm2 max
Ophthalmic use:
TI1 = Max (TIS as. TIC):S I
IS'l'iA3 < 5OmnW/cni2: and Nil <0.23

I ransducer 'l ypes Linear Array' Sallie Samle
Curved Linear Array
Phbased Array
1'rans-esophageal
Pencil Probe
Intracavitarv

Transducer 1.0- 20.0 MINl Same 1.0- 14.0OMllz
l'reqUenCY

DICOM Yes Same Same
Compliant
Special Yes Same Same
Procedures User
Interface
Display Monitur/ ZS3: Color 19" Liquid Crystal Display (ILCD)/ 2 Color 19' Liquid Crystal Cart: Satme
Monitor Ann arm articulation plus tilt atid swivel Display (l.CD)I 2 arm Scan Engine: 5.8" Liquid

zone ,,r: Color 17" Liquid Ci-ystal Display (LCD)/ articulation plus tilt and Crystal Display ([C)
'Fill and swivel swNivel

Scanner integrated Same Portable
Transducer Multi-'lransdlucer Port ('hree) Same Cart: same
Port(s) Scanner! Scan Modtule: One
Dimensions/ Height, max (in operational use) 157.5cm (62in) Same Cart: Sanme
Weight Height. u1in (in operational use) 128cin (505ii)

I leight min (display'ed lovwer lbor transport) I O4cnn Scanner/ Scan Module-
(4l1in) Height: 7.3cmi (2.9in)I 5Y4cm
Width: 5 1 cn (2 1.1[ in) (2. tini)
Depth: 72cmn (28.2) Width: 25.7cm
Weight: 65.3kg (I1441b) (10.l1in)/22.Ocin (8.7)

Depth: 25cm (9.Xin)f 25cm
(9.8in)
Weight: 2.5kg (5.61b) 1.6kg

Po~~'er 100-240V options,. 50-601-1z, 6A tiax. Same (.1) Salle
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Item ZS3 Ultrasound Platform ZS3 zone ultra and Lone ultra SP
ZS3 and z.oneP,Ultrasound Systems - (ZONARE Medical System) (ZONARE Medical System)

_________________(ZONARE Medical Systems) ___________________________

Requirements ____________________________

Rechargeable Yes (up to 3.0 hour operation per charge) Same sanle
Batter),____________________________ _________________________________

Wireless Yes (IEEE 802.1 Ih/g. Wi-Fi compliant) Same Same
Capability _________________________ ______________ ___________ ____

Summary of Non-Clinical Testing Performed:
The Z53 and z.onep,i, Ultrasound Systems were tested in accordance with FDA Guidance Document -

Manufacturer's Seeking Clearance for Ultrasound Systems and Transducers. The following testing
was completed:

Test Method Result
Mechanical Verification In accordance with device PASS

_________________________performance specifications
Electrical Safety In accordance with l EC 60601 -1 PASS
EMIC Testing In accordance with [EC 6060 1- PASS

____ ___ ____ ___ ____ ___ ____ _ I-2
Thermal and Acoustic Output In accordance with LEG 6060 1- PASS

2-37
Biocompatibility In accordance with ISO 10993 PASS
Cleaning & Disinfection In accordance with FDA PASS

Guidance Document
Software Validation & In accordance with 62304 and PASS
Verification FDA Guidance Document

Principles of Software
__________________________ Validation _ _______________

NOTE: ZONARE's ZSS Ultrasound Platformn and transducers do not require clinical studies to
support the determination of substantial equivalence.

Conclusion

The Z53 and z.one,,ro Ultrasound Systems are substantially equivalent in design, intended use,
principles of operation, technological characteristics and safety features to ZONARE's Z53 and z.one
ultra Ultrasound Systems. There arc no new no new issues of safety and/or effectiveness introduced
by the modification proposed when used as instructed.
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D)EPA RiMEINFOF I I A 1,111 &I IJ MNAN SERV ICES Public I Icakth Smrice

Foodand Drug Ad.,inislrtion
10903 Xcv I a..pshire Avenue

Jly 18. 20 14
ZONARE Medical Systems. Inc.

%Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services I AC
1394 25111 Street NW
BUFFALO MN 55313

Re: K 141641
Tradle/Device Name: /53 and zonepro Ultrasound System
Regulation Numrber: 21 CUR 892,1550
Regulation Name: Ultrasonic pulsed doppler imaging, systemn
Regu latory C lass: 11
Product Code: IYN. IYO. ITX
Dated: June 17. 2014
Received: June 19, 20 14

Dear- Mr. Job:

We have reviewed yorSection 5 10(k) premarket notification of intent to market the device
referenced above Lind have determined the device is substantially equivalent (for the indications
hor use slated inl thle enlosure') to legally marketed predicate devices marketed in interstate

commerce prior to May"N 28. 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance vvith the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not requI~ire approval of'a premarket approval application (P'MA).
YOU may'. thercibre., market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of'
devices, good mfanulfbtturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CI)RP does not evaluate information related to contract liability
warranties. We remind you, howecver, that device labeling must be truthful and not misleading.

This determination ol substantial equaivalence applies to (he f'ollowving transducers intended for
use with the /53' and xzonenro Ultrasound System, ats described in your premarket notification:

I ran sduLce r Model Numbn er
('4-1 C 6-2 C9-3
CIO-3 C8-3(31)) P4-ic
VI 1 -3BEW Transducer (off-the-shell) (En®o-Cavity Transducer E9-3)
F9-4 F9-3 (31)) L_1-5
L8-3 1.14-Ssp L.14-5w
1,20-5 P8-3'T,'E
VP-PM Part 0109-2005 (off the shelf) (l'9-3ic)
A2CW A5CW



Page 2-Mr. Job

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
http)://www.l'da.gov/Med icalDevices/ResourcesforYotu/induistrv/default.htm. Also, please note
the regulation entitled. "Misbranding by refercnce to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803). please go to
httD://wwwv.f'da.i,,ov/MedicalDevices/Saet/ReportaPmblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
hutp://www.fda.gov/Medicalflevices/ResotrcesforYou/Industrv/default.htm.

Sincerely yours,

for
Janine M. Morris
.Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



51 0(k) Number (if known)

K 141641

Device Name
ZS3 and zonepro Ultrasound System

Indications for Use (Describe)
The ZS3 and zonepro Ultrasound Systems arc intended for use by a qualified physician for Ultrasound evaluation of
Ophthalmic; Fetal/obstetric, gynecological; Abdominal (renial, GYN/Pelvic; Intra-operative (abdominal, thoracic, and
vascular), Intra-operative neurological; Pediatric: small organ (thyroid, breast, testes, etc.), Adult & Neonatal Cephalic;
Trans-rectal, Trans-vaginal, Trans-cranial, Trans-esophageal (non-cardiac and cardiac); Musculoskeletal (conventional &
superficial); 3D/4D; Cardiac - Adult/ Pediatric/ Fetal; Echo, Intra-Cardiac; Pelvic; Peripheral vascular; harmonic tissue
and contrast imaging and Tissue elasticity.

Type of Use (Select one or both, as applicable)

0Prescription Use (Part 21 CFR 801 Subpart D) El Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time far this collection of information is estimated to average 79 hours per response, including the
time to review instructions. search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaftfda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to. a collection of'
infortnation unless it displays a currently valid 0MB number"

FORM FDA 3881(1114) Page I of 20nr.a-..in.a
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Table 13-1: Diagnostic Ultrasound Indications for Use Form - ZONARE's ZS3 and
z.one,. 0 Ultrasound System -7.3ndze,,UtaodSsi,

.System: ZS3 and zonc, Ultrasound S________________________

Transducer: Svsicm Union of ali I ransdueer I ypes,
Intended Use: Diagnostic ulirasound imaging or fluid flow analysis or the human body, as followys:
Clnical Applications __________ Mode of operation ______

General specific B -I~ W Color Combined 0hr
.(Track I Only) (Iracks I & 3) Dope CWDes

Ophthalmic Ophthalmic p p p p
Few) l P P P P P p
Abdominal P p p P p p

lisraoperotve P P 1,' P P

lntra-operutive (Netiro - - - -
La pa roscopwc
Pediatric P, p P, p P P _____

Small Organ (Thy roid. ' , 1
Breast. fesics. eitc.) PP

Neonatal (ershlic P IP P p P P Pe

Fetal Imaging & AulCpai
Other Trn-rca p p p P P P

frans-,agmial P P P p P P,___

Trans-urethral
Tran,soph. (non. P P P P p P P
Card.) _____

Musculo-skel.)p P PPPP'
(Converlional)t ppp
Musculo, skel. P P P P P
(Superficial> )__ ___________

Intravascular
Other F P 1

_____________ IJD4D and Contrast) ~
Cardiac Adult 7P P P P P PP
Cardiac Pediatric P P, P, 1 P P P,

Cardiac intravoscula, (Cardiac P p -, 1 , 1Ins,-csopph (Cardiac, P P I'pp
Intra-cardiac 1, P P1 N PN
Otte_______ (M O(IXN)) P P P P P, P

Peripheral Vessel Ients,cr" Vssel P p p , 1, P Pr-
,________ chh rd,' . ) P P P P P

N -new syslem indication: P - previously cleared Iv, FDA 510(k I K 101091 or K 120703. (SI Jude K031066 & K073709) and (Shenzhen
Miodrisy K 123185), E-Added tinder Appendix IL

tncludes fl-Mode and Harmtonic (Contrast) imaging Hi)
Includes PWD-Mode imaging and I uigh Pulse Repetition Rate PWI)-Modt (I IPRF)
Includes Color Doppler (CO), Direclonal Power Doppler (DPI). and Power Doppler (PI))
Includes B+CD. B-PW. 8+CD+PW. B+M. M4CMv. B'rD-M-CM. B Elasaorgraphy. IF-CEUS. find - ECO Trace

'Color M-Modc (CM)
6Abdominal includes renl. OYN!Pelvie
*Intra, operative include abdominal. thoracic Icardiac) and vascular (PV)
' Freehand tissue elasticity

Prescription Uise (Per 21 CYR 801 Subpart 1))

Page 2 of 20
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Table 1.3-2: Diagnostic Ultrasound Indications for Use Form - Curvilinear Transducer
C4-1
System: ZS3 and zone.,. Ultrasound Systems
Transducer: Curviinear Transducer C4-1
Intended Else: Diagnostic ultra.sound imaging or fluid now analysis of the human body s follows:
Clinical Application__________ Mode of Operation
General Spec, lie 11 M IID W Color Combined Othe'
(Tracks I Onivi rmck I & l111)pe ods _____

Ophthalmic Ophthalmic ______

Fetal P P p N P P _ __

Abdomirwl" I' P P N P P _ __

Intes-perative
(Specify 1 ____ _____

lntra-ouptai (Neuro)
Laparoscopic
Pediatric P P P P P ____

Small Organ (I hyroid.
Breirsi. Iles, etc.)
Nleonatal Cephalic
Adult Ccphalic ___________ ___________

Feiwt Imaging & rra ns-cectol
(Ather Irmga

Trims-urelbral
Irans-c soph. {nor,
Cord.) _____

Mtsc:ulo-skel.
(Cotwentiorml) P' P P

Mtusulo-skel.
(Superici l)
Intravasacular

Other . P P P P
(3D/DandCoOITOslt
Cardiac Adu71lt P P N IP P ___

Cardiac Pediatric

CricIntravscular (Cardiac) ___________

Cardiac Trans-csoph Cardiac) ______

loramcardiac _____ ____

________________ ( titer (Specify) I_____________

Penipheral Vessel 'ecripherol Vessel I______ ____

Otiher iSpce.lvi _________

N ,now indication: P presrousib, cleared by FD),I IlLL) K Initial & Kt 120703. E' Addcdl under Appendix E
Includes B-Mode ar. n mii (conirasi smagiruc ol i
Includes 'iWD-Mode imanog and Ifigh 'uke Repluion Rate l'WD-Modc I HI'RFi
Includes Color lXippkrr t)., icrectional ltowc r [Nopplr (ID)I. and Plower lDoppkr I')

loInludes, H CO. It 1W. B -CI)-l'1W. 13 Ms. M -CM. I- CD-M -CM. Hi'iilastorgraphY. BU-CELS. and' ECC, Trace

'Color M-KMode (CM
Abdominal includes r.a. CI YN Pelvic
fintra operative include abdonmil. thoracic Icardiac) and vascular (PV)

'Freehand tissue elasticity

Prescription Use (Per 21 CER 80 1 Sebpart D)

Page) 3of20
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Table 1.3-3: Diagnostic Ultrasound Indications for Use Form - Curvilinear Transducer
C6-2 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

System: ZS3 and Lon., Ultrasound System
Transducer. Curvilinear Transducer C6-2
Intended U~se: Diagnostic ultrand imaging or fluid flow analysis of the human body as follows:
Clinical Applicon ___________ Mode of Overatlot, ______

Ceneal peciic olo Combined
(Track I Only, (Tracks I & 3) B M PD CW Dole' Modest
Ophthalmic Ophthalmic - - - ______

Petal P P P p____ PP
Ab-dominal p p P P P _____

Intro-operative
(Specify ______ ______

ml rtt-opgeratt e INetiro)
Laparoscopic ______

Pediatric P p P ______P P P

Small Organ (lhvroid.
Breast. Testes. ce.) _____________ _______

Neonatal Cephalic _____________ _______

Fetal Imaging & Adult Cephalecu;_______________
Other Trans-rctal

Trans-vaginral ______ ______ ____

Trans-urethiral _____________

Trans-esoph. (1500-
Card.) ____ __ __

Musculo-,kel
(Conventional I
Musculo-skcl.
(Superficial) ___________

Iniravasc-ular
Other iSpecif)______________ ____

Cardiac Adult ___________

Card=a Pediatric

CricIntravascular (Cardiac) _____ ____

Cardiac Tmans-esoph. (Cardiac) _______________

Inti-cardiac
_______________ Other (Specify) _____

Peripheral Vascular P P P ____ P P _ __

Peripheral Vessel Other (Sp!Eiby ___

N =new indication: P=pweviouslY clearcd by FDA 5 10(k) K 10 1091 & K 120703 HAdded under Appendix E
I ncludes B- Mode and -Hannonic (contrast) imaging t(HI)
Includes PW D-Moc~d imaging and H igh Pulse Repetition Rate PW D-Morae (HitRF)
Includes Color Doppler (C D). Directional Power Dopal cr (DPM, and Power Doppler (PD)
I Inc ludes RIC D. B' PW. 1li-CD+ PW. III.M, M C M. B-CD+ M CM. B. Flastorgraphy. B +CELS, and + CO Trace

'Color NI-Mode (CM)
Abdominal includes renal. GYN'Petie
In prat mive include abdominal. thora icardiac) and vascular 11W,

'Freehand tissue clastpii%

Prescription Uise ( Per 21 (l'l 8101 Subpart 0)

Page 4 of 20
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Table 1.3-4: Diagnostic Ultrasound Indications for Use Form - Curvilinear Transducer
C9-3 _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

System: ZS3 and zone., Ultrasound System
Transducer: cunminear raducerC(9-3
Intended Use: l5itaimie ultrasoundl intging or flui flow analysts oflbe human body as follows
Clinical Applicalion__________ Mode of Ope!2!llon _________

7,;crl SeoicIt PI)Col "or Combined cm,.'l
(GIneralOn% Tcksfl II M I')D DWoppler' Modes' ____

Ophthalmic Ophthalmic- - -

Fetal P P P ____ P P P,

Abdutinatl 11 In Pn P____ 1. I'__,_
Intrzi-oprliP P P P P P'

(spcirvi' P-____ P_____ P___

lrnr-operntive (Neuto) _____

Laparoscopic ____________

Pediatric P P Pn P P P___
Small Organ (Thyroid.
Breast. Testes. etc.) ______ ____

Neonatal Cephalic _______ _______

Fetal Imaging & Adult Cephalic ____ ____________

Other Trans-rctal _______ _______

I ran ,-'ajunal
Frans-tretlhral _______ _________

I rans-csoplt (non-
Card ______

Musculo-hk p P ,
Wtonventionaip I 'PPP
Musculo-sk, P P P P P$
(Superficial) _________________

Intravascular ______ ______

Other (Specify) I_____

Cardiac Adult _________________

Cardiac Pediatric ____________________ _____

Catrrdidic

PrpraVsclar P, P I' , In Pn
Peripheral Vessel Ite ~eii ___________

IN - new indiaiontl 'presiuusly cleared b IM511k K 01091 & KI 20703. 1:-Added tinder Appendi, E
'Includles ti-Mode and H armionic (conftratts) Imatging (1II)
Includies t'WD-Modc imaging and High Pulse Repetition Rate t'WD-Mode (HI'RF)
includes Color Doppler (CD). Directional Power Doppler(D)PD)otand Power DopplerJPI)
Includes fl'CD. B-PW. R CDPWV. B4M. M*CM. [FCD'M+CMv. lll7lastorgraplty. B-iClUS. and FlCG Trace
'Color M-Modc (CM)
Abdominal includes renail. GYN/Pelvic
Intra operative include abdominal and vascular tPV)t

"Freehtand tissue elasticity

Prescription Use (Per 21 CF& SO1 Subpart D)

PageS o5 P20
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Table 1-3-5: Diagnostic Ultrasound Indications for Use Form - Curvilinear Transducer
C1 0-3 __________________________

System: ZS3 and zone.. Ultrasound Systcem
Transducer Curvilinear Transducer C 10-3
Intended list: Din nostic ultrasound meeting or fluid flow mlvsis of the human bedy as follows.
Clinical Applhcatio Mode or operstioc n ____ ____

General Specific B M PWD: CWD Color Combined Ohr
(Track I) (Trocks I & 1ll) ______ Doppler' Made,'
Ophthalmic Ophthalic N ____ N ____ N N

Fetal P P P N P P P

Abdominr P P P N P P _____

lntsa-opcrative P P P P P

I ntra-opcrag ~c ( Neurom P 1, I' P, P P.

Small Oreun, I rh, n'i..
ttrcas. I cSte' cit. I

Neonatal Cephalic P P P, N P P P,

Fetal nmaging & Aduil Cepia lic tratis. N 1, 1, N ,
Other raniul
Other ~~Trans-rectal ______________

I'irs-vaginail -

Tins-uretal ____

Tnins-esoaph. (non-
Card.)
Musculo-skel.
(Conventional)- -

Musculo-skel.
(Sit rficial)
lnti-avasculai r___ ______

______________Other (Specifv I ______

Cardiac Adult P P P N P Ps
Cardiac Pediatric p' 1, P N P, P P,_____

Intic rravascular (Cardiac _______

Cardiac rrans-t-sonh flhrdlac) ______

lntru-cardiuc -_______

Penheralsctnr PF
peripheral Vessel -cleac~s -lo -

N .new indication. P-prevtousl vcleared b% ths FDA 5I10lkl K 120703. L.Addedtunder Appeiidx E
Include, B-Mode and Harmonic teotrsti imaging (HI)
2Includes PWD-Mode imaging and I lig Pulse Repetition Rate PWD-Modci (I IPRF)
Includes Color Doppler WCD). Directional Power D~oppler (DlP). and Power Doppler (PDS)
Includes (3 'CI. B -PW. B- Cl) PW. I' -M. M 'CM. 11 (1), M &:M. It -lFlastorgrapliy. B1 'Cr.llS, and F CU Trace
Color M-Mode tCM
Abdominal includes CenI. GYN Pli
Intr operative include abdominal. thoracic (cardiac) and ascular ON)

'Freehand tissue elamwl,l

Prescription Ows (Pecr 21 CFR 1101 Suhpart 1),

Page 6 or 20
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Table 1.346: Diagnostic Ultrasound Indications for Use Form - Curvilinear Transducer
CS-3(3D)
System: ZSI and zonc,,, Ultrasound System,
Tmasducer: Curvilinear Transducer CS.3t 3D)
Intended lise: Diagnostic ultrasound imaging or flid flow analysis of the human bodh, as follows:
Clinical Appleulion Modecof Operan. _____ ____

Genterl Specific H M IW C D Color Combined
0[rack I) (I rack, I & 3) DoMpple WI 1 Ir' Modes ________

Ophthalmlic Ophthalmic __________________

Fetanl P P p P____ p P
Abdommnal' P' p p ___ p P 7 - 7__
Intro-operalive:
(Spcify V___________ __________

-Intro-operative (Neuro)
Lapatoscopic
Pediatric P I P P ____ P P _____

Small Organ (Thyroid.
Brinst. Ttstes. etc. I____________

Neonatal Cephalic ____________________

Fetal Imaging & Adult Crephalic _____________

Other Trans-recial

I rans-tuirllirnI
IFran *c~opl noI

ton'cinall
Musculo-skel
superficitti I ___

Iniravasetilar
________Otherl03i4Dl P P p P p P

Cardiac Adult
Cardiac Pediatric

CadaIntravascular (Cardiac) ______

Card~~~ac Trans-esoiph. (Cardiac) ____ _____

mt rn-card iac _______

________Other (sp"6i) _________

Peripheral Vese i scular P '

N =new indicationP -previouslY cleared bv FDA 510(k) K10l091 & Kt120703. h-'Added under Appendix E
*Includex B-Modc and I iumrniic Iconlrast) imaging ill )
Includes 'WI}Msode imaging and High I'ulsc Repetition Rate PWI)-Mode (lIPRF)
Includes Color tDoppler WlD). D),rctiional Power Douppler (DPI)). and Power Doppler (PD)
Includecs BI -CD. 11 PW, BI (TCM PW. 13, M. MCM. H-Cfl-M 'CM, 14 fllostogrophy. n+Criis. and + ECG Trace

Color M-Mnde((CM)
Abdominal includes renal. G YN'Pelvic
Inta opcmalIVC include abdominal. thoracic (cardiac) and vascular (PV)

'Freeh~and tissue elasticity

Prescription Use (P'er 21 Cl-IR 801 Subpart D)

Paige 7 of 201
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Table 1.3-7: Diagnostic Ultrasound Indications for Use Form - Phase (Sector) Array
Transducer P4-Ic
System: fS3 and z.oe,,, Ultrasound System
Trasducer: Phase (Seclori Array Transducer P4.-Ic
Intended U'se: Diagnostic ultrasound imaging or fluid [low. anailysts of the human body as, follows:
Clinical Appli11catin1110 ________ Mode of Opertion ______ _____

General specific B W ' C D Color Combined Oh"
(Track I Only) CTrucks I & 3) BDMaWDpCe) Modes Ohe'
Ophthalmic Ophthalmtic ________

Fetal P P P P P P P
Abdom~inal' P P 1, P P P TO____
Init-operative

Intra-tiperalive (Neuro) ______________ _____

Loparoscopic
Pediatric P P P, P P, P P_____

Small Organ (Thyroid.
Breast. Testes etc.)I
Neonatal Cephalic P P P P P P P

Fetal Imaging & Adult Cephl,inislO P P P P P P P,

Other ~~Trans-rectal __________________

Trzins-vaginal _____

Trans-esopit. (non-
Card.) ____ ____ ___

(S. -rfi.,ci)____

Cardiac Adult P. P P P P P
Cardiac lediaic 1, 1, P, P P P

CricInwIrajNCuilar (Cardiac,______________________________
Cardiac Tra ns-L-siplt (Cardiac __________ _______

Intra-cardpac
)thcr IContrast J 1, P P, p P P1

l ri0 ca Vacua -LP P p P _____

N - new indication: Pprevnusly, cleared by theFDA 510(k) K101091 or K10703. I Added underAppnrdix E
Includes B-Mode and Harmonic (conmtrf imaging (Hot

-Includesi PWt)-Mode imaging and Iligh Pulse Repetition Rate PWD-Mode (IIPMF)
Includes Color Doppler (CD), Directional Power Doppler (DPD). and Power DopplerI(PD)

Includes fl+CD. fltPW. B+CDPW. l3-M. MCM. B4CD+M.CM, fl+Elasorgraphw 11+12171.1. and +ECG Trace,
Color M-Mode (CM)
Abdominal includes; renal. OYMPclvic
Intra operative include abdominal. thoracic (cariac) and vastcular (PV)

'Freehand toiue elasticitv

Prescription Use I Per 21 (FR 801 Subpart D)

Page R of 20
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Table 1.3-8: Diagnostic Ultrasound Indications for Use Form - Shenzhen Mindray Bio-
Medical Electronics Co., Ltd. Model #VI l-3BE Transducer (off-the-shell) (Endo-Cavity
Transducer E9-3) ________________________
System: 1.53 and zooc,. Ultrasound System

Transducer: Shcnzhen Mindray Hio-Medical Electronics Co. Lid. Model OV) I-BE
Ilransdtcer(ofltiwshelfI)(Endo.Cav1it roducer E9.31

Intended list: lDiagoostic ultraound imiaging or fluid flow analysis off he human body as rollows:
Clinical Appleicto __________ Mode of operation ______

Gvneral SpeeaI1i: CWD Color Combined Other'
(Track I Only) I(Irack I & 1ll) BA M l'Wui A us Doppler' Modes'
Ophthalmic Ophthalmiic ______

Fean N N N N N Nie
A bd .." in a
I Ita.ol)Lrative
I Specilv _____________

Iniro-operatlive (Neuro, j___________

Laparoscopic
Pedi atric
Smal Organ (Thyroid.
Breast. 'Testes. cic.)
Neonatal Ceplic ______

General Adult Cephalic
apiain Trarns-rectal N N N _ __ N NIs
aIplicationtmai N N N N N N

Trans. urcilmal
*1run,-esoph. Inn-
Card. I____________

Mtiscula-skel,
(Cotwentiontil)
Museulo-skel.
(Superficial t_____________

Intrawasicular ______

Iira-luminal ___________

________________ Other (Spccift) _______

Cardiac Adult
Cardiac Pediatric _______ _______

Intravascular (Cardiac) ___________

Cardiac ITrans-esoph. (Cardiac) ______

Intra-cardiac
_______________ OtherSpeify) ______

Peripheral vascular 1 Pther
N - new indicatlion: 'lr 11,ul>, cled l', FDA SlientllenMind,.,y3illklKI 231 . I? Added tider Appendix 11.

Includes li-Mode and H arttonic (contmast imaging till)
Includes PWt)-Mode mnacmy and High Pulse Repeition Ratc l'WI-Mode IIIPRF)
Includes Color Doppler (CDL)I Dircional Power Doppler (DPD). and Power Doppler iPD)
Includes B-CD. til1'W, ltCIDlW. B M. M-CM. 137D-M-CM. 13lsoga H'. 17US.and ECG Trace

'Color M-Mode ICN)
Abdominal includes renal. G YNlvic
Introoperativt include abdo~minal. thorxtucaro and vusulur IPY)

'Freehand tissue elatsticity

Prescription Use (Per 21 CFR 801 Subpart Dt

Page Q of 20
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Table 1.3-9: Diagnostic Ultrasound Indications for Use Form - Endo-Cavity Transducer
E9-4
System: ZS3 and z one_~ Ultrasound System
Transdcucer: Endo-Cavit Transducer F.4
intended Uise: Diagnostic ultrasound imaging or fluid now analysis or the human body as follows:
Clinical Applicisfion Mode of Operation _____

General specific Color Combined
(LTnack I Only) (Tracks I & 3) B M PWD' CWD Dol' Modes4d Other

Ophthalmic Ophthalmic _________________

Fetal p ' p p p P
Abdominal
I ntra-ciperalivc

Intr-opertive I Neuro)
Laparoscopte
Pediatric
Small O rgan ( Ihyroid.
llreast. Iles 0t',
Neonatal Cephalic ____ ______

Felal Imaging & Adult Cepshalic _____

Giber Tons-reccal I' 1, 1, W

Trans., agrnul P P P ______IsP

Trans-ueiltral ______________

Trans-esoph Maon-
Card.) _ __

Musculo-skel.

Mvuseuto-skl
(Superficial) ___________ ______

Intravascular _____ ______ _______

Other (Sptilvi ______

Cardiac Adult ____________

Cardiac Pediatric _______

CardiacIntravascular (Cardiac)
l'ritts-soph. (Cardiac) ___________

Intro-Cardiac

Other (Specify) ___

N - new indication: P-precviously cleared by FDA 5 10(k)Kl101091 & K130703. E-Added tinder Appendix E
Includes B-Mode and Harmonic Icoflirao) imaging i-I)
Includes PWD-Mode imaging and I-Sgh Pulse Repetitios Rate PWJ-Mod (t-PRF)
Includes Color Doppler(CD). Dirtional Power Doppler (DPI)). and Power Doppler (PD)
Includes B'CD,. B'PW, B'CD, PW. B t M, M CM. B'CD -MCM. aB'Elastorgraphy. It3'CEUS, and 4 ECG Trace

'Color M-Mode (CM)
Abdominal includes renal. G YN!Pelvie
Intra operative include abdominal. Ihoracic icardiac) and vascular (PV

'Frehand tissuce vlastocii

Prescription I Nel (Per 21 CUR 81) 1 Suibpart )

page Int or 21I
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Table 1.3-10: Diagnostic Ultrasound Indications for Use Form - Endo-Cavity Transducer
E9-3 (3D) _______________________

System: 7S3 and , one,, Ultrasound 5hstcrn
Trsnsducer: E_--ndo-j,1tN Transducer IN- (3i)
Intended I se: lDi-asntnc ulrasotnd imaging or fluid flow unulysis of the human body re; rallows:

Clinical Appliction_ __ Mode orOpersakion
General Spilfi It M PWIY CWI) Color Combined Ohr
(Tramck I Only) lrack, I & 3t D_____ Ioppler' Modes'
Ophthalmic Oiphlmsic

Fetal P P, I'P ____ P P I

Abdominal
Intro-opcrativer
(Spccify)____ _____ _____

Intro-operative (Neuro) __________

Laparoiscopic
Pediatric
Small Organ (Thyroid.
Breiat. Trestes, cic.)
Neonatal Cephalic _________________

Fetal Imaging & Adult Cephalic _________

Other Trans-rectal Ip P P P P P,
Irans-.vaginal P P P ___ P P P
Trans-urcibratl_______
Trans-esuph I in-
Card I _____________

hMus"eo-el
ICotientionab _____ ______

Musculo-skel
iSuperficiatl) _____________

Intravascular
Other 13114) P, P I' P p
Cardiac Adult
Cardiac Pediatric _______

Cardiac Intravascular (Cardiac) ___

lrnmcsoph. iCardia)
Intra-cardiac

ther iSpecif)t____

N-new indication: P-previously cleared by FDA 510(k) K 101091 & K120703. E-Addcd tinder Appendix E
Includes B-Mode and Hornioni 1contrast) imaging (HI)
Includes PWD)-Mt~de imaging and hI gh pulse Repeition Rate l'WD-Mode (I-PRF)
Includes Color Doppler (CD). D~irectional Power Doppler (DPI)). and Power Doppler (PD)
Includes B'-CD. tlPW. HB-CDI-VW. 1 -M. M -CM. 13 -CDL-MCM. B'fElasorgsaphy. B'1CEJS.sand *ECG Trace
Color M-Mode (CM)
Abdominal includes renal. G YN/Pelvic
Intro operative include abdomitnal. thsoracic (cardiac) and vascular (PV)
'Freehand tissue elasticiy

Prescription tUse (Per 21 CYR 80 1 Stabpan D)I

Page I I ol 20
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Table 1.3-11: Diagnostic Ultrasound Indications for Use Form - Linear Transducer LIO-5
Systerre ZS3 und zone.., Ultrasound System
Tiransducer. Lineaifronsduccr [ 10-5
Intended Ilse; Diagnostic ultrasound imaging or fluid flow analysis ofihe human body as follows:
Clinical Application Mode of Operation
General Specific F1 M PWD Co lor Combined 1e'
(br~ack I Only) (Tracks I & 3) DoPler' Modcse
Ophthalmic Ophthalmic P ___ P P P

Fetal P P P ______PTP

Abdominal' P P P P P P

Inlns-operalise P P P P P,
(SN-di(v I
lini-cperaiime (Neuro) P P 1, P P

Ped'atric P I P I' _____ Pt P
Sal I O rgan I t hyroid. P

lru .I c .1 P p p P, P

Neonatal (ephluli 1, 1, 1, P P ,

Fetal Imaging & Adult Cc Italic
Other Iri r -srctll

Trans-vaginal ______

Irons-uethral
Trans-esoph (non-
Card.)
Mvusculo-skel. P P P P P '
(Conventional) ______

MLIscuoI-skel. P P P 1, pi
(Superficial) ____________________

Intiraascular _______

_____________ Othcr (Speceit') _ __

Cardiac Adult ___________________ _____

Cardtac Pedia tric ____

Iniravascular (Cardiac) ____ ____ ____

Cardiac Trns-c soh(ada) ____ ____

Iira-cardiac _______

_______________ Other_(Specliy) ____

Peripheral Vessel Oth Ler pcils)f U___________ ____

N - new indication: P-previnusly cleared In tlie FDA 510(k) 1 01091 K 120703 E Added tinder Appendix F
Includes B-Mode and Harmonic tcontrasi imaging (111l
Includes PWVD-Mode inaging and I ligh Pulse Repetition Rate PWD-Modctl-IPRFI
includes color Doppler Cm). Direcional Psove, Doppler , DPW). andl Power Doppler (PD)
Includes R&CD. B' PWt BH-CD-uI'W. B' M. M 'CMv. B'CD' M -CM. R+Elastorgraphv. B4CE.US and E CG Trac

*Color M Mode I CNO
Abdominal includes renal. tAYNl'eluc
Intru operative include abdominal. thorascic Icardic) and vascular ONV!

'Freehand tissue elasticit,

Prescription U~sc(per 21 CFR 80t Subpart D)

Page 12 o1l20
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Table 1-3-12: Diagnostic Ultrasound Indications for Use Form - Linear Transducer L8-3
system: ZS3 and z.one,, Ultrasound System
Transducer Linear Transducer 1.8-3
Inteded Use: Diagnostic ultrasound imaging or fluid flow analysis ofibe human body as follows:
Clinical Appllcatdon_________ Mode of Oversitlon _____

General Specific Ht M PWD' CWD Color Combined ohr
(Track I Only) [[Irocks I & 3, Doppler' Mode$
Ophthalmic Ophthalmic ____________

Foal I' P P P P ,
Abdominal^ P P P P P P
tnira."licrathe p, p , PP
(Specfv I_____ _____

Ititra-,pcrtivc (Neurol P P P P P
Lalpa rocopie
pediatric P I P P p P p
Small Organ jThyroid. p P P P P P
Breast._Testes,_etc.) I_________ _______

Neonatal Cephalic P P P P P T

Folal Imaging & Adul Cephalic
Other rans-rectal

Trans-vaginal ___________ _____

Ilrins-urethral
Tnin,eop. (non.
Card I ______ ______

Mu'Ctilo-40e. 1, P, 1 P P ,~
( .... ciional)

lsuprfiiol, ______

tnt rtna,-cular
Oliwr I SpCcIR' _______

Cardiac Adult _______

Cardiac Pediatnic
CardiacIntravascular (Cardiac)
Cardiac Trans-esoph (Cardiac) __________

Intr-cardiac
_______________ OtheriSoccily) __________ _____

PrpeaVesl Peripheral Vascular P P P P p
Peripheral Vessel_ Other ISpecify) __________ ___________

N - new indication: P-previously cleared by tire tFDA Sl~tk) Kt101091 & K(120703, E=Added under Appendix F -

Includes B-Mode and Harmonic (commit) imaging till)
Includecs PWD-Mode imtaging and Iligh Pulse Repetlition Rate PWD-Mode (IIlPRF)

Includes Color Dopplvr iCI~. Directional 'sover Dotpler Dl'D). and Power Doppfrr (PD)
Includes B-CD. B'- PW. H -Cl)' lW. B- M. M'CM. B-CD-M CM. B -Elostorgraphv. B-CEhJ5. and 4ECG Tracre

Color M-Mode (CMI
Abdominal includes re G.(YNt'cl,
Intra operative include abdomninal. flhorjcic icardiac) and vascular W'V)
Fnrhand Issue elaslicii,

Prescription Use (Per 21 CFR 801 Subpart D)

Pag~e I3 012O
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Table 1.3-13: Diagnostic Ultrasound Indications for Use Form - Linear Transducer Lit4-
5sp
System: ZS., and/i orc,.. tllrasound S~sttn,
Transducer: inear Transducer lIJ4-Ssn
Iterded lit: UlagnostiLultrasound imatingor fluid lowv anasfi 1 human body as follows:

Clinical ApplcIon ___________ Mode of Oonattion _____

(Gencral Specic BlPW W Color Combined

_LTruck I Only) (I[rack I & ]I I )I 'I Doppler' Modes
4  Ohr

Ophthalmic OphthalmiPc N N N____ T N
Feral P P P P P P
Abdominal" P P, P P P _____

Ittir-operative P P P p p P
fspeciry) ____ _____ _____

lntr-operative(Neuro) P _ _ P ____ P p ___, _

Lapanoscopic
Pediatric I' P P 1,___ I'p
Small Organ ilthYroid. P P P, P p
Breast. Testes. etc. I
Neonatal Cephaltic P P P P P

Felt Imagling & Adult Cephalic
Other Trans-rectal

Trans-vaginal _______

Frans-uretlaral
Trans-esopv (non.
Card)____ ______ ____________

Muse ulo-Skel 1 , 1
{Convventional) I 'PPI
Musculo-skel P P P P P p,
(Superficial) ____________

Intravaxcular _____________

_______________ Other_(Spctf ___________ _____

Cardt= Adult
Cardiac Pediatric_______

Cariaclnrast'acular ('ardiaci

PeihrlVs l'Iertphcntl Vu'cular P, P P P IP P

Othe11r ISpecttI
N - new indicatton. V 'preinusl v cleared b~y the FDA SWI(kl K 101091 & K 110703. lP-Addvd under Appendix H

Include, B-Mode antd Iturmonie (contrast) imaging (Ill)
Includes pWD-Mode imaeging and Ftigh Pulse Repetition Rate PWD-Modre (lIPRF)
Includes Color Doppler (CO), Directional Power Doppler (DPI). and Power Doppler (PD)
Includes B+CD. B~pw. tl+CD+PW. nPM. MtCM, B+CD#M+CM. B13.llorgraphy. I3.CFUS. and + ECU Truce
Color M-Mode (CM)

*Abdominal includes renal. GYN/Pelvic
frInom operative include abdominal, thoracic teardiac) and vascular (PV)

'Freehand tissue elasticity

Prescription Mse (Per 21 CFR 901 Subpart 1),

Page 14 of2
0
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Table 1.3-14: Diagnostic Ultrasound Indications for Use Form - Linear Transducer L,14-
5W _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

System: ZSI and zone.. Ultrasound System
Traunsducer ILincorTranSdaeer 1.1-5w
Intended Else: Diagnostic ultrasound imaging or fluid flow analysis of the human body as rollows:
ClIalcal AppolIcatdon ________ Mode ofOperidon ______

General Spceils: PD CWI) color Comibinted Other'
(Track I Only) tIruck.y I & 3, B ___ M PW___ Doppler' Modes' _____

Opt:halmic Opshhanmic N - N N N
Fetal P P P P P P,
Abdominal" p P P _ __ P pr
lnira.npetoltvc , P ,
ispecil' P I

[aupoaconic
P'ediatric 1, P P 1,____ P P

Small Organ TfIhrm'd. 1, P P ,P Ps.'
Breast, t esics. etc)
Neonatal Cephalic P P P P P I_____,

Fetal Imaging & Adult Cephalic ______

Other Trans-retal
Trans- vagi nO __________________

Trans-arcthrat l____ ______ _______

Trans-esoph loo.
Card.)
Musculo-skel, , P 1 p Pp'
(Cssflcmiottab lI
Mutwulo-skel. P, P P P P P
(Sit 'rflcial) I____ ______ ______

Intravascular (Cardiac) ____________

other I Specify)
Cardiac Adult ____________

Cardiac Pediatric ____________

CricIntravascular iCardiacl ______

CardiacTrans-estipl (Cardiac)
lntra-ardiac ______

_____________ ther(Specirv)- - -

h e i h e a V a c u a P pp 
P

Peihel Vessel othenfl\ ________

N -new indication: P~prevoushv cleared by the FDA 511k, K101091 &: K120703. E=Added under Appendix E
*Includes B-Mode and Harruuie onlraM) imayingil4-Il)
*includes I'WO-Mode maing and I ugh Pulse Uepett.o Rate t'Wt)-Mode (tlI'f

Includes Color Doppler (CI)l. Directional Ptower Doppler I DPDM. anid Power Doppler (PD)

'Color M.ModectCMl

"Freehand issue elaslies

Prescription IIse (Per :2I CFX 81)1 Subpart Do

page is orlo
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Table 1,3-15: Diagnostic Ultrasound Indications for Use Form - Linear Transducer L2O-5
System: Z53 and tone,,. Ultrasound Sysit
Transducer Linear Transducer L20-5
Intended Uise: Diagnostic ultrasound imaging or fluid flow aradvsis olihe humanm body as follows:
Clinical Application_____________ ____ Mode of Operation ______

General SpecificB M W' W Color CombinedI
(Track IOl) (Tracks I & 3) BDMppDlCW' Modes4  Ohe

Ophthalmic IOphthalmic N N N N
Fetal E E EC ____ E E E

Abdormina E E E E E l

Inra-oipratic ( ISpeciv)' rC EC E E E E
Intra-opcnmtive (Neurol r E F! Fl .
Laparoscopic r
Peditric I E____
Sm~all O rgan ( lb yruid. C1 L
lIrettst t estes, etc.)
Neonalal Cephalic F I F I C E__U__E

FCtal Imaging & Adult Vephourc
Other Iton,retl

Irati,., tifal _____________________

lr,tt-urethrl
Iranits.soph I ion-Lord

hucl.e F . F E ~ IL E E%"

(Conentoo tIolI
Musculo-skel. (Superfictial) E E IC E E ____

at nriscular

______________ (thcr(Specify)- - ____

Cardiac Adult _____ ______________ ____

Cardiac Pediatric ___________

[CardiacIntravascular (Cardiac)L
Cardiac Trans-esoph. (Cardiac) _______

tntra-cardiclusc_____ _______

Other (Specf, ____________ ________

Peripheral Vessel IPeripheral Vascular F L3 E- E I ELI

N = new indication. P-pre~tousiy clcarcd by the FDA, I-Added under Appendts EC
Includes B-Mode and Haormontc (contrast) iitogtng (HI;
Includes PWD-Mode imaging and High Pulse Repetition Rate PWt)-Mode I HrRF)

Includes Color Doppler t)I. Directional Power flppiert DPD). and Power Doppler (PDI
'Includes B-CD). B-PW, 1.CDIPW. B-M. M-CM, BtCDM'CM. tflstorgrapby. B.CEUS. and~ ECG Trace
'ColorM-Mode (CM)
' Abdominal includestwnol. GYN/Pelvic

lair. operative include abdominal. thoracic icardiaci and vasculartPV)
'Freehand tissue elastteily

Prescription Use (ftr 21 (1 XII i Subhpun 1))
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Table 1.3-15: Diagnostic Ultrasound Indications for Use Form - Trans-esophageal
Transducer P8-3TEE
System: Z53 anid zone,., Ultrasound Systemy
Trainsducer: Tranls-esophagecal Transducer PR-flEEr,
Intended tlse: Diagnoistic ultrasound imaging or fluid flow analysis of the human body as followys:
Clinical Applcallon Mode of Oisention
Oeneral Speloc t Pl reD Colar Comrbined Ohr
(t]rack I Only) I Irack, I & 3) i M PW) CI Doppler, Models4

O0hthalmic Opluiliamic

Intra-openstiye M earoy
Laparoscopic
Pediatric
Small Organ (Thyroid.
Breast. Testes. etc.) __________________

Neonatal Cetahalic __________

Fetal Imaging & Adult Cephalic
Other Truns-rectal ______ _______

Trans-vaginal
Travis-ureithral
T ravis-esph. (non- P P p P p p P
Cord.) ___

Musulo-sket.
tCosnvntional)
Muse ul -sklot
S LierI ica It
intravacularI
Oilier (Specify I
Cardiac Adult -

Cardiac Pedantic _____

CardiacIntravascular (Cardiaci
Cada rwns-esuoph. (Cardiac) P P P P P P

Intracardiac
other (specify)I

Peripheral Vessel peripheral Vessel __________

Other (Specify) ______________

N -=new indication: P-previusly claimed by FDA 510(k) K101091 & K120703, E-Added under Appendix E
Incldes B-Mode and Harmonic Icontrast) imagung(Itl)
includes PWD-Modc imaging and High Pulse Itepeiitina RaIe 'WO-Mode (ttl'RF)

Includes Color Doppler (CD), Directional Power Doppler (I)PD. and Power Doppler (PD)
Includes B+CD. 13rPW. B-CD-PW. fl4 M, M'CM. B-CD+M4 CM. Bflfolstorgraphy. B+CFUS, n + ECG Trace
'Color M-Mode (CM)I
Abdominal includes renail. UVN;elvic
Inrs, operative include abdomninal. thoracic (cardiac i and vascular (PV)

'Freehand Itssue elasticity

Prescription UseI Per 21 CUR L0 1 Subpart 0))
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Table 1.3-16: Diagnostic Ultrasound Indications for Use Form - St. Jude EP ViewFlex
PLUS ICE Catheter model # VF-PMI Part #09-2005 (off the shelf) (P"9-3k)
System! ZSI and Lconc,, Ultrasound Svslcnt

Transducer: St Jude ITP Vcaiewlix PI IS ICE Caiheter modell VI'.PM Pan #0-2005 (offtilK
shel f, (P9-Jici

intended Use: Dliagnostic ultrasound imaging or Iluiid flow analysis of the human body as rollows:
Clinicail Appalication Mode of Openalion
General Specific B M CWI) Color Combined
(Truck I Only) IIracks I & 3) B MnwDopl Modes Oter

Ophthalmic Ophthalmic ______

l'1I7______________ ____1___

Abdominal
lntra-ocimvc
(Specify) ___________ ______

Intsapofloratvc INouro) _____

[asParoseupic
Pediatric
Small Ou )rIt lbyroid.
lirtvt. ItttS vie I~

Ncorial ( cpialic _______

Fetal Imaging & Adult Cephalle
Other Ilruna-rctal

I raris- aginal
Ilrans-urothnil
I ransecsoph. (man-
Card)_______
Musculo-skel,
(Conventional) ___ ____ _____

Muticulo-skel.
(Suprfiia)____________

Intravascular
other (specify) ______ ______

Cardian Adult ______ ______

Cardiac Pediatric ______

Carnt 1ravascular (Cardiac) _______

Cardiac Irans-esoph ktardiar) ____ ______

Iilrur-eardiac P P p N P N

tther (Sr'ecov __________ __________

PeripheralIl hese l'ripe,vawular _______

PeihrlVse iter (Spec tr IV)_ _____ ___________

N - new, jodicalion: I'Prvrw1 cleared b, FDA .110(k) K 10l091 & K 120703.lISt Jude K03 1066 & K073709). L-Added under Appendix E
nclude, BIl Mode and II rlnim 4wen tras iImaging 4 111)

Includes l'W 1)-Mode c riiig atid High P ulse Kteellmn Rate PWsI)- Mode It II1W'
Includes Color Doppler 1( D1. .)rectional I'oiacr Doppler (lI)l). and Power Doppler WID)
Includes B-C(IX -PlW.I -Cl)- PAW. IBM. M -CM. li-CI)vM -CM, 11ItaiorgraphY. B-CEUS. and - FCG Trace

CotorM-ModecWM,
*Abdominal includes rcnal. CYN:Pelvic
Intro operative include abdominal. thoracic (cardiac iand, ascular (P\'I
Freehaond tissue clatiitw

Prescription Use ller 21 CHI 80 1 Subpart D)
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Table 1.3-17: Diagnostic Ultrasound Indications for Use Form - AZCW (Common name
Pencil Probe)
System: ZS3 and zone, Ultrasound system
Transdujcer AZCW (Common nanme Pencil Probe)
Intended Ulse: Diagnostic ultrasund imaging or fluid flow analysis of the human body as follows:
ClIaical Application___ ____ Moide of OperaIon ____

G3eneral Speccific 13 M PWD' CWD Color Comibined Other'~
(Track I Only) J Irocks 1 i 3____ Covler' Modes'
Ophthalmic Ophthalmic ______

Fetal
Abdominal

ISrpe al cv ( I u

Laparuseopi, ______

Pediainc P
Small Organ (lIhyrttid.
Ilreati. Ileves. etc.)
Neonatal CcoptaicI

Fetal Imaging & Adult Cephalic
Other Trans-reclul

Traits-vaginal
Trans-urethral
rrans-esoph faon-
Card I_____ ______

M usCo I .,,lc

,Superfit il)
Inravascular
Other tSpceil _______

Cardiac Adult P ______ ______ ____

Cardiac Pediatric P ___________

CricItravascular (Cardiac) ______ ______

Cardiac Trans-esoph (Cardiac) _____ ____

1[Inra-cardiac 

_____________

liea esl Periheral vasclr______ 
____Periherl Vesel Other (Specify)

N -new indication: P- previously cleared by FDA $10(k) K 101041: B-Added under Appendix E
Includes B-Mode and Harmonic conmrast imaging I I)
Includes PWI)-Modct imagling ad High Pulse Repition. Rute i'Wt-Mode (HI'RF)
Includes Color Doppler (CO)). tDiregtimnal Power Doppler (t)). and Power tUpplcr (PDl
Includest CI). 13 lW. 13-CD) V'W. I-M. MUCM. Bt kCDl-.M CM, B3tilasturgraphy. B-CLIJS, and *ECGirace

'Color M-Mode tUMi
6Abdominal includes renal. GYN~lc~Tee
Initr operative include abdominal. ihoracic (cardiac) and vascular (PV)

' Frechand tissue elasicit

Prescripti...n I11w I Per 21 Cl- RSt0t Suhpri Of1
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Table 1.3-18: Diagnostic Ultrasound Indications for Use Form - A5CW (Common name
Pencil Probe) ________________ ______

System /.S3 ad , one, tIg]rusound S~slcm
I ranslucer: ,\S(W (nioton namewlPencil P'robe)

Intended lise: lDiaoic'ttCillraonund mlate or iluid flow analysis tol the hurron body as roallots:
Clinical A pplication___________ Mode of operation ______

Genreral Speciic H M 'W:I) CWD C1oo Combined
I I'mck I Onlyi t Iracks I & 3i - mlc Modes' Ohe

Ophthalmic Ophthalmic _____

Fetal _____ ______ _______

Abdominal
Ititra-opcralive
(Specify)' 

___

Intro-operantiv (Neuro)
Laparosconic
Pediatric ___ P
small Organ ( rhyroid.
Breast I astcs. etc.)
Nonaetal Cephalic

Feta Imaging & Adult Ccphalic
Other 1lrans-recttl

I nns-uretl ra I
I rdlts-siphIi lon-

Card i _______

Muscuto-sl
(Cony entionali
Musculo-skel.
(Superficial) ______ ______

Intraviscular
_______________ Other_(Speed>_I _____

Cardiac Aduli
Cardiac Iledun _____ _______ _______

Iramesculai (Cardiac) ______ ______

Cardiac [rans-esoph. (Cardiac) _____

itrii-cardnac _________

(het pecu P ___________________

N - new, intdication. 1' -preitiusli cleared liN FDA 510(k) K 101091: E Added tinder Appendix E
Includes B-Mode and Harmonic Icontreast imaging t HOIl
Includes VWD.Modc imaging and I ligh 'ulse Repetition Rate PWt)-Modt, (HPRFI
Includes Color Doppler (CD). Directional Poer D~oppler (DPI). and power Doppler (PD)
Inclusdes B'CD, 8B1PW. B-CDI PW. 3i-M. M -CM. Bl3CDt MtCM. B.'Elastorginphy. IS.-CEMIS.and I ECG Trace

'Color M-Mode (CM)
*Abdominal includes renal. GYN/Pelyic
Intro opertive include abdominal. thoracic Icardiac) and vascular (PVI

"Freehand tissu, elasticity

prescription U~se (Per 21 CFR 801 Subpart D)
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